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THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN THREE MONTHS FROM THE 
MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS 
STATUTORY PERIOD CANNOT BE EXTENDED . SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE DOES 
NOT REFLECT A CREDIT FOR ANY PREVIOUSLY PAID ISSUE FEE IN THIS APPLICATION. IF AN ISSUE FEE HAS 
PREVIOUSLY BEEN PAID IN THIS APPLICATION (AS SHOWN ABOVE), THE RETURN OF PART B OF THIS FORM 
WILL BE CONSIDERED A REQUEST TO REAPPLY THE PREVIOUSLY PAID ISSUE FEE TOWARD THE ISSUE FEE NOW 
DUE. 

HOW TO REPLY TO THIS NOTICE: 

I. Review the SMALL ENTITY status shown above. 

If the SMALL ENTITY is shown as YES, verify your current 
SMALL ENTITY status: 
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The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with 
your submission of the attached form related to a patent application or patent. Accordingly, pursuant to 
the requirements of the Act, please be advised that: (1) the general authority for the collection of this 
information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the 
principal purpose for which the information is used by the U.S. Patent and Trademark Office is to process 
and/or examine your submission related to a patent application or patent. If you do not furnish the 
requested information, the U.S. Patent and Trademark Office may not be able to process and/or examine 
your submission, which may result in termination of proceedings or abandonment of the application or 
expiration of the patent. 
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2. A record from this system of records may be disclosed, as a routine use, in the course of presenting 
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4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency 
having need for the information in order to perform a contract. Recipients of information shall be 
required to comply with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 
U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in this 
system of records may be disclosed, as a routine use, to the International Bureau of the World 
Intellectual Property Organization, pursuant to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for 
purposes of National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy 
Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, 
General Services, or his/her designee, during an inspection of records conducted by GSA as part of 
that agency's responsibility to recommend improvements in records management practices and 
programs, under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall be made in accordance 
with the GSA regulations governing inspection of records for this purpose, and any other relevant 
(i.e., GSA or Commerce) directive. Such disclosure shall not be used to make determinations about 
individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after either 
publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 
U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37 CFR 1.14, as a 
routine use, to the public if the record was filed in an application which became abandoned or in 
which the proceedings were terminated and which application is referenced by either a published 
application, an application open to public inspection or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local 
law enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or 
regulation. 
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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1 . ^ This communication is responsive to the decision of the pre-appeal conference held on 10/25/2012 . 

2. □ An election was made by the applicant in response to a restriction requirement set forth during the interview on ; the restriction 

requirement and election have been incorporated into this action. 

3. ^ The allowed claim(s) is/are 1.4-9. 12. 13. 15-20.22.25-28. 129. 135-142 and 144-166 . As a result of the allowed claim(s), you may be 

eligible to benefit from the Patent Prosecution Highway program at a participating intellectual property office for the corresponding 
application. For more information, please see .http.:/Mww^usBto..ao^^^ or send an inquiry to 

PPHfeedback(auspto.qov . 

4. □ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a) □ All b) □ Some* c) □ None of the: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

□ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 
Paper No./Mail Date . 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 



Attachment(s) 

1 . □ Notice of References Cited (PTO-892) 

2. □ Information Disclosure Statements (PTO/SB/08), 

Paper No./Mail Date 

3. □ Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 

4. □ Interview Summary (PTO-413), 

Paper No./Mail Date . 



3 Examiner's Amendment/Comment 

3 Examiner's Statement of Reasons for Allowance 



7. □ Other _ 



/lleana Popa/ 

Primary Examiner, Art Unit 1633 
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DETAILED ACTION 

1 . The following rejections are withdrawn in response to the arguments filed on 
08/21/2012: 

The rejection of claims 1 , 5-9, 1 2, 1 5-1 8, 22, 1 29, 1 35-1 37, 1 39-1 42 on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1-19 of U.S. Patent No. 8,202,688 (filed as Application No. 10/300,247); 

The rejection of claims 1 , 4-9, 12,13,1 5-20, 22, 25-28, 1 29, 1 35-1 42 and 1 44- 
146 on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 1-22 of the U.S. Patent No. 7,488,490; 

The rejection of claims 1 , 4-9, 12,13,1 5-20, 22, 25-28, 1 29, 1 35-1 42, and 1 44- 
146 under 35 U.S.C. 103(a) as being unpatentable over Krieg et al. (U.S. Patent No. 
6,239,1 1 6) in view of each Agrawal et al. (U.S. Patent No. 6,426,334), Briles et al. (U.S. 
Patent No. 6,042,838), Craig (U.S. Patent No. 6,689,757), and Kincy-Cain et al. 
(Infection and Immunity, 1996, 64: 1437-1440). 

Specifically, the applicant pointed out that, at the time the invention was made, 
the ability of CpGs to generate mucosal immune responses was unknown. 
Furthermore, although there are many classes of adjuvants, the art teaches that not all 
of them are effective at promoting mucosal immune responses. Thus, using CpGs to 
induce mucosal immunity would not have been obvious to one of skill in the art at the 
time the invention was made. 



Application/Control Number: 09/31 6,1 99 Page 3 

Art Unit: 1633 

2. Claims 1 , 4-9, 12,13,1 5-20, 22, 25-28, 1 29, 1 35-1 42 and 1 44-1 46 allowable. 
The restriction requirement between claims 1, 4-9, 12, 13, 15-20, 22, 25-28, 129, 135- 
142 and 144-146 and claims 147-166, as set forth in the Office action mailed on 
02/21/2012, has been reconsidered in view of the allowability of claims to the elected 
invention pursuant to MPEP § 821 .04(a). The restriction requirement is fiereby 
witlidrawn as to any claim tliat requires all the limitations of an allowable claim. 
Claims 147-166 are no longer withdrawn from consideration because the claim(s) 
requires all the limitations of an allowable claim. 

In view of the above noted withdrawal of the restriction requirement, applicant is 
advised that if any claim presented in a continuation or divisional application is 
anticipated by, or includes all the limitations of, a claim that is allowable in the present 
application, such claim may be subject to provisional statutory and/or nonstatutory 
double patenting rejections over the claims of the instant application. 

Once a restriction requirement is withdrawn, the provisions of 35 U.S.C. 121 are 
no longer applicable. See In re Ziegler, 443 F.2d 1 21 1 , 1 21 5, 1 70 USPO 1 29, 1 31 -32 
(CCPA 1 971 ). See also MPEP § 804.01 . 

3. The status of the claims is as follows: 

Claims 2, 3, 1 0, 1 1 , 1 4, 21 , 23, 24, 29-1 28, 1 30-1 34 and 1 43 have been 
cancelled. 

Claims 1 , 4-9, 12,13,1 5-20, 22, 25-28, 1 29, 1 35-1 42 and 1 44-1 66 are currently 
pending. 
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Claims 1 , 4-9, 12,13,1 5-20, 22, 25-28, 1 29, 1 35-1 42 and 1 44-1 66 are allowable. 

Allowable Subject Matter 

4. The following is an examiner's statement of reasons for allowance: 

The applicant was the first to discover that CpGs have the ability of to generate 

mucosal immune responses. The instant invention is useful for the development of safe 

and effective needle-free vaccines capable of inducing protective mucosal and systemic 

immune responses. 

Any comments considered necessary by applicant must be submitted no later 

than the payment of the issue fee and, to avoid processing delays, should preferably 

accompany the issue fee. Such submissions should be clearly labeled "Comments on 

Statement of Reasons for Allowance." 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ILEANA POPA whose telephone number is (571)272- 
5546. The examiner can normally be reached on 9:00 am-5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tine status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ileana Popa/ 

Primary Examiner, Art Unit 1633 



